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DBCIiARATION OF MICHAEL J. EVEl>EGH, PH.D> 
tJMDER 37 C-P,R. §1,132 I 



I , Mi cha el J- Evelegh ^ 
Parkway Place, Dundas, Ontario 



IT * -A- A * 



■ I 

a cit i sen of cbnada , residing at 5 
Canada, declac^ the following 



1 received my S.Sc in Siology at Laurentian 



University, 

Ontario, Canada, a Ph.D, in Irnrnunology from McMaster Uilversity in 
Ontario, Canada, and was a post -Doctoral Faillow at t:he National 



ni-jjiuwcnN, fiOilniflaci, 
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Application 
I Filed:, 
i TC 



i Conf irTKit 



Nb. 09/830,708 
April 30, ^DDl 
Att Uuit: 1651 
ion No, : 3^16 



Cancfer Institute in McMaater University J Ontario, Canada. 
Currenrly, I am an Executive Vice-President for IWi Xntemational 



Medical Innovations. Inc., located at 4211 



3 00, Toronto, Ontario, Canada^ M2P whcLch ±5 in the businesB 

of developing innovative tests that detect life -threatening 
diseases at the earliest possible stage, cvirlrently being focused 
on cardiovascular diseaBes and cancer. \ 

j 
1 

2. I have extensive technical and research experience in 



Yonge Street, Suite 



the areas 



of developing in vitro diagnoKtics for 



infectious 



diseases, heart aiaease, and cancer from tljie discpyery process 
through to product development. My research jwas focused on novel 
assays based on color change and mesLSuremenit . X have authored 



I 

over 40 peer- reviewed scientific papers [poatere 
presentations at scientific meetings and invited talks 



and podium 



3 - I am an inventor of the SUbj ect matter described and 

cl aimed in the above- identified patent application'. 

i 
I 

4. I have read and am familiar with the prosecution history 
of the present application, including the outstanding final Office 
Action dated August 4, 20 03 (Paper No, 10) . j 



Action* 
1 



5 . The Detailed Action in the Office 
page 2, states that the rejection for clainie 
Tnaintained as being anticipated by r*ee et al 
and, in part, by shamsuddin and Krepinsky 



starting on 
and 6 are 
(PCT' WO 90/00251) , 
The Examiner asserts, 



with regard to Lee et al-, that "the present jclaiitis aJre not based 
on absolute color, they are based on "^epectrophotometrically 
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Application KO- 09/830, 70B 
Filcd= A^iril SO, 2001 
TC Arc TJsal^z 16S1 
Coiafirraation No.; 361S 

measuaring hue a.ngle or chroma'' which reads on most types of 
standard flpecnrophotometric determinations includlngi wavelength 
chajige or reflectance.* xn addition, starting on Rage 3, the 
Detailed Action alleges that various claim sets are ,xejected 33 
being unpatentable and obvious over cited references in which the 
Lee et al. reference is contemplated in all oets of rejections in 
combination with other aecondaxy references. ! 



6. I respectfully disagree that Lee | et al.,i Shameuddin 
and/or Krepinsky render the application unpatentable.' The ciced 
references fail to anticipate each and evjery eleirjent of nhe 
invention aa claimed and also fail, either aline or in! combination 
with each other, to teach or auggeet the clain|ied invention, 



7 - One of ordinary person skilled 
understand that there are fundamental, pacjentable 
between the present application and Lee et al J 



in the ; art would 
distinct long 



e. Chromaticity is defined as "the intensity or saturation 

level of a paxticular hue, defined as the distance a£ departure of 

1 ' 

a chromatic value from the neutral (gray) icolor with the same 



value . 



{A Guide tza Und^irs Landing' Color cdnirnuni cation. X-Rite, 



Inc., 2000, p- 22 (Exhibit A).) Hue is defiined as the attribute 
by whicti we distinguish red from green, bliie fi-onr yellow, etc. 
(Xd., p. 24) There are five principal hues (red, yellow, green, 
blue and purple) and five incerrnediate hues (yellow-red, green- 
yellow, blue-green, purple-blue and red-purple) . (rbi«?.) Hue ia 
determined by measuring the entire visible spectrum^ which is 
generally between infrared light (approximately 7oonm; wavelength) 



-3- 



auJlzvl^ t, ^CbQVzcT LLP 
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Application No. 09/830,706 
Filed: At)ril 30, 2 001 
TC Airt XJnits 1^51 
Corifirmacion No. z 3616 

i 

and ultravioler light (approxiinatBly 40omn wavelength) , Chroma 

i 

can l>e thought of as the amount of idantifiable hue th&t: is 
present in a color, (*Color ; Theory,'' 

www . col or cube - com/ axt icles/the ory / 1 heory -htm [accessefd Noveinber 

17. 2003] {Exhibit B) , ) AS claimed, the value obtained from the 

i 

Tiieasureraent of the hue angle with ox without chroma in a. 
biological material is spectrophocomecrically in^aBured and 
electronically processed over a wide spectrum. 

9, The process describeol and olaitn^d in the present 

i 

application involves an electronic meaBurement of color with a 
reflectance spectrophotometer and color measuring^ (software Co 
calculate the hue and chroma obtained by the chemical reactione 
gited. This objective measuremejit is a sisniZiaant j inaprovetnent 
over the subjective interpretation of color (e.g^, using a color 

i 

Chart) $iace a color chart ia strongly influenced by viewer 
variables and this creates significant variability due to viewer 
to viewer differenced . Meaeuring color | with the 

fipectrophototneter, as described and Claimed in ^he present 
application, can objectively identify chroma, and hue ■ with errors 

less than 1%, [ 

I 
I 

10. In contrast to the present invention^ Lee ejt al- refers 
to interpreting a positive test using a ^color chart" or a 
"^'ref leetanoe spectrophotometer" (^ee WO 90/00251, page 16, bottom 
paragraph), Lee et al - makes reference to color measurement in 
only one paragraph, starting on the bottom of page 16 to top of 
page 17, Lee et al . refers to chromaticity but j incorrectly 
suggests (as further explained below) that this tem^' enoompaBses 

WZniBftii*;cn, SCHUK^IM. 
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detenniniiig 
apparatus 
microbes , 



Application Nb, 0^/830,709 
Filed: April 30, 2O01 
TG Ajrt Unit: 1651 
Confirmacion No.; 

! 

h-ue. Insteadi Lee et al,'B claims fbcue on an 
and tnechodB for assaying teat auDstaincea such as 
Neither hue nor chrorna are iised by I^e et ap.. to define 



test results from biochemical reactions on biological satttplea as 
claimed in tna present application. ! 

11. The novel concept of applying these ineaguires to these 
types of sample B have not previously been considered by others . 



12- Lee et al - states that* when th^ j reflectance 
spectrophotOTtieter was used, ''a reading of 10 or above'' (page 16, 
bottom paragraph) indicated a positive test. l-ee et ^1, then goes 
on to state, "[w]hen the reflectance spectrophotometer was used 
the coloriTnetric data Was calculated from the spectral data 
measured by the aenBor, The total color difference (DB) was 
measure by the L, a, b coordinate system and was j recorded in 
units." (Page 16/ bottom paragraph.) I interpret (This to mean 
that a DE of 10 or more indicated a positive test. DB is a single 
number that reflects the difference between two colors based on 
lightness /dartoiess, rednese/greenneaB, and yellowness/blueness, 
(*Color Gamuts, " http t / /cit . dixie , edu/vt/readl jig /gamuts . asp 

[accessed November 17, 2003] (Exhibit C) .) This vailue does not 
represent both chromaticity and hue even though Lee jet al. seems 
to indicate such - "chromaticity difference (chrobaticity and 
hue)." In faccp DE ^^is a single number indicating jthe total or 
collective color difference between standard and i^ample- It 
describes the magnitude of a color difference, tiut does not 
indicate in any way in what direction those differetvceg may be-" 
(^Color Difference .M^aeurements, " 



CKOBRZH k XtEAOTZCI LLP 
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Application J^o, 09/830,708 
Fil^ds iipril 30, 2001 

Tc iirt Unit: lesi 

Conf irmatjion No, : 3515 

http: //>mw,QecQlorTOgeg3-coW jgp/exLranet:/ueer/3tarc/qyanti£ying6 
jgp [acceaaea November 17, 2003] [BxhitoiC D) J Lee e;t al . eeems 
to mieundierBtaTid this concept as he at&tes - *the hl^hl^r the value 
of DE, the more saturated and chromatic waa the color" (page 11, 
beginning paragraph) . Fwr-thertnore, even though l.ee et al. is 
measuring a color- difference, he does not id'entify the 
corresponding reference color* In addition, by locking at the 
collective colot difference, Lee et al . neglects the ikey specific 
information associated with hue and chroTna . It is apparent that 
Xjee et al % doe& not apply color measurement nor does ihe teach cr 
suggest the specifics of color in technical detaill- as in the 
present invention, 

13, Shamsuddin and Krepinsky ein^ly xeportb* measuring 
wavelength at a single or narrow range of vavelengtljie-' . Neither 
hue nor chroma can be determined from this raeasuremenjt and indeed 
their technique is not novel as it Is well eatalsfLlfihed as a 
method. i 
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Application No, 05/630,706 
Pile<i: April 30, 2001 
TC Art Unit: 16S1 

Conf ixTTt^txon No. : 2 GIG 

I 

i 
i 
j 

1 further declare that ^11 statements ixtade hsj^ejin of my own 
knowledge are tme and that all statements made on ijitormation and 
belief are believed to be truer and further that these atacements 
are Tnade with, the 3cnowledgfe that villful false stateinents and the 
liJQB BO made are punishable by fine or imprisonment, or both, 
under Section looi of Title 18 of the Otiites states Code, ajid that 
euch. willful false statements eo tnade may jeopax-diza j the validity 
of the document, car application, or any patent issuing thereon^ 

Signed this day of ly^-tt/f^ ^g^^ , 2 003, i 




Michael J, Evelegri^ Ph-D._ 



i 

! 

29a854-l i 



i 
i 
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